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Hypericin/St. John's Wort:  Experience So Far
by John S. James


     Issue # 63 of AIDS Treatment News (August 26, 1988) pub-
lished a report on hypericin, a chemical found in St. John's wort
(Hypericum perforatum) and related plant species -- plants which
are common around the world and have long been used as medicinal
herbs.  A team of researchers at New York University found that
hypericin worked as an antiretroviral in animals, in tests with
two retroviruses which affect mice; it also inactivated HIV in
laboratory tests, and prevented infection of new cells.  Hyperi-
cin is believed to cross the blood-brain barrier (Meruelo and
others, 1988).

     Extracts of St. John's wort with chemically standardized
hypericin content have been sold over the counter for several
years as an antidepressant in Germany, Austria, and Switzerland.

     But at the time of our earlier report, there was no informa-
tion on human use of the herbal extracts for treating AIDS or
HIV. This article reports the human experience so far.

     A note of caution:  The information presented here shows
hypericin as a promising treatment possibility.  However, this
information rests only on reports from eleven persons, all we
could find who have used concentrated St. John's wort extracts
for treating AIDS or HIV. They have used the treatment only for
three months, sometimes less.  Many treatments have looked good
at first, and later turn out to be useless or harmful.

     We were concerned about publishing this article too early,
but decided it was better to go ahead than to wait.  It is
unclear what we would be waiting for.  Clinical trials of chemi-
cally synthesized hypericin are being planned, but may take a
year to even start.  Since herbal extracts already available
might contribute to AIDS treatment, it is urgent that they be
given more attention.

     Hypericin may be important as a treatment possibility for
those who have no other option -- who cannot use standard treat-
ments and do not have access to experimental ones.  They might
want to discuss hypericin with their healthcare providers, and
consider using it with medical monitoring to minimize any risk.

     But those who have other options and can afford to wait
should consider doing so.  In a few weeks or months, much more
will be known about hypericin, whether it is safe and effective,
and how best to use it.

Results with AIDS/HIV

     To research this article, we tried to find every case we
could locate of anyone who had used any form of St. John's wort
or hypericin for AIDS or HIV infection.  We interviewed either
the persons themselves or their physicians.

     We found 19 people overall.  The cases divided themselves
into two groups.  Eleven had used concentrated extracts of St.
John's wort, with known concentrations of hypericin; several of
them had used the same preparation and same dose, for the same
length of time.  The other eight had only used herbal teas, or
miscellaneous or unknown preparations; in all these cases, the
amount of hypericin taken could not be determined.  (No one used
chemically purified or synthesized hypericin, probably because it
was not available.)

(a) Using Known Hypericin Preparations

     This is the information collected so far about human use of
St. John's wort extracts containing known, significant concentra-
tions of hypericin.

     Of the eleven who used known concentrations of hypericin,
nine reported successful, often dramatic results.  The only
failure was a patient near death, who was given the treatment as
a desperation measure; it was too late and he died within several
days.  (One other patient was asymptomatic and had no after-
treatment blood work, so there was no indicator of whether the
treatment had been helpful or not.)

     None of these persons reported any adverse effects from the
treatment -- except for one who experienced drowsiness when tak-
ing very large doses.  All ten patients are still using it.

     Four of them are patients of one physician, David Payne, D.
O., an osteopathic physician in Mesa, Arizona.

     Dr. Payne's patients used a standardized German tincture,
"Hyperforat" (see "Available Extracts Containing Hypericin",
below), which is sold over the counter in Germany for use as an
antidepressant.  They are taking 40 drops three times a day --
120 drops per day total.  (The recommended antidepressant dose is
20 to 30 drops three times a day; Dr. Payne increased this amount
after discussion with the New York University researchers who had
conducted antiviral tests in animals.)

     We interviewed Dr. Payne about his experience with hypericin
in treating these patients.  The following is from the transcript
of our phone interview of February 9, 1989.

     Dr. Payne:  "The clinical experience I've had so far has
been very, very good.  Every one of the people benefitted --
except as I said, one patient who only started the treatment for
a few days before he died; he was too far gone to help.  But I
have had other people who were almost that sick make dramatic
recoveries.  I called all the patients yesterday, to see how they
were doing and make sure there were no side effects.  None of
them report any side effects from the medication.  They say it is
very easy to take, causes no distress, no problems.  And since
starting the therapy around mid-November, they all reported major
improvements in symptoms:  increase in energy, and so forth."

     (Dr. Payne noted that all of these patients had a T-4 (T-
helper) count less than 10 when they started, and there have been
no major increases.  But with counts starting that low, any
increase would take time.)

     AIDS Treatment News:  That's understandable.  But what about
P24 levels?

     Dr. Payne:  "We haven't received the P24 back except for one
patient.  His P24 went from 47 picograms down to 7 (positive to
negative)."

     AIDS Treatment News:  That's good.  How much time was there
between the tests?

     Dr. Payne:  "About six weeks."

     (AIDS Treatment News:  asked about the individual patients.)

     Dr. Payne:  "The four patients are Andy, Dan, Chris, and
John (the names have been changed).  Every one of them is doing
very well.  Every one of them reports increases in energy.  None
of them has any symptoms right now.  One, Andy, the last T-4 cell
count we did on him was nine.  He has nine T-4 cells in a white
count of one thousand.  But he has absolutely no symptoms.  He
has gone skiing, he is doing everything.  So symptomatically, it
seems to work very quickly.  Their symptoms improve within a
matter of weeks.  The (T-cell) numbers, however, do not seem to
improve as rapidly.  Their symptoms, in almost every case, within
two weeks had improved."

     (Just before we went to press, Dr. Payne reported that
Andy's white count is now 2300.  It had not been above 1100 for
six months.)

     "Dan, for instance, was bedfast.  He was getting almost all
of his nutrition through a catheter.  He had to be wheeled into
my office in a wheelchair;  he was very sick, could not keep any-
thing in his stomach.  He was wasting away, fatigued, had no
strength or energy in his legs at all.  He had mild peripheral
neuropathy, not bad.  I started him on the hypericin.  Two weeks
later, he came with his wife, but he walked into the office
without any help.  He was down to only thirty percent of his
nutrition administered through the catheter.

     "And two weeks after that, his wife was working, so he drove
himself down (a two and a half hour trip), hopped into the office
looking like a perfectly normal human being, like there was noth-
ing ever wrong with him, which is astounding.  He said he'd been
hiking a little bit.  He was eating a full diet.  His nausea and
vomiting had gone away.  His energy level was coming up.

     "When I saw him a month after that, he was fine, perfectly
fine.  He had energy, he was happy.  He looked like he'd never
had anything wrong with him.  Really strange.  As sick as he was,
I thought eight weeks to change from that bad, being bedfast and
wheeled in in a wheelchair, to driving himself and walking into
the office by himself feeling good -- that was dramatic.  And I
don't know if it is coincidental, but he was not using much else.
He could not tolerate AZT, he could not tolerate dextran sulfate.
Hypericin is about all he was doing.

     "And John had pneumocystis when we started him on the hyper-
icin.  So he was not feeling good at the time; we started him on
it anyway.  We treated him for pneumocystis and continued him on
the hypericin.  I talked to him yesterday to get an update on it,
and he said that he had a little bit of a cold now, but that was
it.  He said before he got his cold, he had just been in San
Diego, and had tons of energy, and was walking all around San
Diego.  John had also been very sick.  He had had pneumocystis
over and over again.  He was very weak, losing weight.  He's
gained eight pounds recently.

     "Those are the kinds of stories.  What is doing it I'm not
sure.  But I have to attribute some of the improvement to the
hypericin.  That is the only thing different they are using."

     The rest of the interview concerned technical matters such
as the possibility of testing for blood levels of hypericin.

     Of the other six persons known to AIDS Treatment News who
used known extracts of hypericin for HIV:

     * One had less than ten T-helper cells, and severe diarrhea
for several months; the diarrhea could not be diagnosed or con-
trolled.  Two days after starting the hypericin (Psychotonin M
tincture), the diarrhea stopped.  Later, as a test, the patient
stopped taking the hypericin, and the diarrhea returned.  We do
not have other details of this case.

     * Another person used very large doses of St. John's wort
tinctures (first Psychotonin M, then Jarrow Formulas), several
times the recommended dose, in order to test for side effects
before suggesting the treatment to friends.  He had had severe
hairy leukoplakia for a year; it went away completely with the
treatment, but later it returned, despite continuing use of
hypericin.

     Drowsiness was his only consistent side effect.  This
patient was also using Ativan, which may have contributed to the
drowsiness.

     * One person used low doses of two different extracts avail-
able in the U. S., for two and a half weeks.  He reported that
swelling in lymph glands was completely gone, after he had had
the problem for a year.  Also, HIV-related arthritis symptoms in
his feet were greatly relieved.  (He had used 40 drops per day of
a tincture (Jarrow Formulas) for one week, followed by one tablet
per day of standardized St. John's wort extract (Yerba Prima
Botanicals) for 10 days.  For more information on these prepara-
tions, see "Available Extracts Containing Hypericin", below.)
This person was also taking dextran sulfate (which he had been
using for ten months), and a German treatment called "adaptogen",
but the improvements mentioned above occurred after he started
using the St. John's wort extracts.

     This person also reported one side effect of the hypericin
 -- an increase in sun sensitivity, resulting in a mild but unex-
pected sunburn after being in the sun for about half an hour.

     * That person's lover, who has AIDS, took the same prepara-
tions and reported significant reduction in peripheral neuropathy
(numbness in feet).  He also commented that the St. John's wort
was the easiest AIDS treatment he had ever taken.  He often had
stomach problems, but had none whatever resulting from the St.
John's wort.  The only other HIV treatment he was using was adap-
togen.

     The following two reports give little information, but we
included them for completeness:

     * One person took a small amount of a tincture (Jarrow For-
mulas), together with St. John's wort herbal tea.  He was using
several other treatments at the same time:  acyclovir,
ciprofloxicin, isoprinosine, and aloe vera juice (de Veras bev-
erage).  He reported increased energy, and also clearing of
mucus, making it easier to breathe.  He also has KS, and reported
that the treatment did not seem to help.

     * The final report is from a person who is asymptomatic but
who recently became P24 antigen positive.  He has been using St.
John's wort tinctures for three weeks, and has not yet been re-
tested for P24 antigen.  There have been no side effects.  But
because the patient has no symptoms, and has not yet had blood
work after the treatment began, there is no way to tell if there
has been any benefit.

     No other side effects were reported by any of these patients
 -- only the drowsiness and the increased sensitivity to sun-
light, each mentioned by one person as noted above.

Comment

     These reports, obtained from informal interviews, omit many
details.  We did not try to take medical histories; instead$7YC…asked people to tell us what seemed important to them.  Taken
together, we find the reports striking for three reasons:

     * Consistency.  Except for the patient near death who was
given hypericin as a desperation measure, in almost every case
there was major, unexpected improvement in symptoms, leading at
least to improved quality of life.  These people are in different
parts of the country, often with different physicians, generally
not knowing each other, and using different hypericin products
from unrelated manufacturers.

     * Working for patients who are seriously ill.  Most treat-
ments work best for those who are healthy to begin with.  But
here, patients benefitted greatly despite being seriously ill to
start (needing a wheelchair and tube feeding, pneumocystis again
and again, T-helper counts less than 10, etc.).

     * Speed of improvement.   Clear improvements in symptoms
were usually seen within two to three weeks.

     In blood work, no significant improvement in T-cells was
found in about three months -- the longest time anyone has used
the treatment so far.   Only one person's P24 antigen result is
available, and it went from positive to negative (47 to 7
picograms) during the treatment -- a good sign, but little can be
concluded from a single case.

(b) Using Unknown Hypericin Preparations

     The rest of our information on human use of St. John's wort
extracts concerns those who only used herbal teas (or in one
case, a homemade extract in brandy, and in another a medicine in
France with no labeling for hypericin content and which we could
not obtain for analysis).  In these cases there was no way to
estimate the amount of hypericin taken.

     Among the eight persons who used only these preparations,
there were no reports of benefits as dramatic as those above.
MostbX¶ieved or suspected it was helping.  Most of these people
were healthy to begin with, and did not have any before-and-after
blood work -- meaning that usually there was no indicator to show
whether the treatment was helping or not.

     Until recently, it was difficult to obtain any St. John's
wort extract with a known hypericin concentration in the United
States.  Most of the patients discussed above obtained theirs by
having somebody bring it from Germany; the other two started the
treatment in February 1989, when it was possible to obtain
apparently comparable preparations in the U. S. But dried hyperi-
cin herb (which can differ greatly in quality from one batch to
another), as well as a number of tincture and oil extracts, have
long been sold in the U. S. in health-food stores.  Some of them
have only tiny amounts of hypericin -- ten times as little as
some of the German preparations, or even less.  (Some European
preparations have very little hypericin, too.)

     The eight cases of persons using herbal teas or unknown
preparations include two or three treatment failures.  In one
case the treatment was discontinued because of a drug reaction, a
severe rash probably caused by use of St. John's wort; we do not
know what kind of preparation was used (herbal tea, tincture,
etc.).  The rash started about two weeks after the treatment was
begun, and went away a week after it was discontinued.

     In another case, a person prepared a homemade extract by
gathering St. John's wort from nearby fields, and soaking it in
brandy.  There were no side effects, but after several months of
using the preparation, his helper T-cell count had declined from
about 400 to 252.  He decided that the treatment was unsuccess-
ful, and discontinued it.

     In the third case, an older patient developed kidney prob-
lems a week and a half after starting using St. John's wort tea;
his first symptom was severe swelling in the legs.  His infec-
tious disease physician doubted that the herb had anything to do
with the problem, because he had seen similar cases where no herb
had been used.  The patient stopped all medicines he was taking,
was treated by kidney specialists, and has largely recovered.

     The apparent lack of benefit from herbal teas or other unk-
nown preparations may have resulted from low levels of hypericin
in the treatment.  On the other hand, they may have resulted from
self-selection of healthier patients in the herbal-tea group --
healthy enough that they had no symptoms to serve as indicators
of improvement.  Those motivated enough to obtain an extract from
Germany were those who had symptoms in which improvement could be
seen.

     Still, the great difference in the results between those who
used concentrated, standardized extracts and those who used the
herbal teas suggests that at least until more is known, it would
be better to stay with extracts which are standardized for hyper-
icin content, or else have been chemically tested and found to
contain significant amounts of the chemical.

Available Extracts Containing Hypericin

     So far there is more clinical experience for HIV with the
Hyperforat pro`5,](the one used by Dr. Payne) than with any
other; ideally, therefore, that would be the kind to use.  Hyper-
forat has a chemically standardized hypericin content, so every
batch of the preparation should be equivalent.  But at this time
there is no organized way to obtain the tincture from Germany.

     To test alternatives which are more readily available, AIDS
Treatment News bought several U. S. preparations and sent them to
a chemist for analysis of the hypericin content.  Three may be
roughly comparable to Hyperforat; two others failed the test.  We
suspect that most of the St. John's wort extracts sold in
health-food stores are worthless against HIV, as there is no
testing or regulation of hypericin content.  One of the samples
we tested had less than a tenth of the hypericin expected.

     Unfortunately there are several inconsistencies in the chem-
ical test results we have seen.  Therefore we cannot reliably
estimate how much of the tinctures which are more readily avail-
able in the U. S. would be needed to be equivalent to the 120
drops per day used by Dr. Payne.  All we can say is that the
preparations listed below do appear to contain significant
amounts of hypericin.  We hope to get more precise chemical meas-
urements in the future -- and also results for other preparations
which we have not tested.  Perhaps buyers clubs could work
together to organize such a testing program.

     The two German products mentioned favorably by the people we
interviewed for this article were Hyperforat, used by Dr. Payne's
patients, and Psychotonin M, used by some of the others.  Hyper-
forat is standardized at 0.2 mg (200 micrograms) per ml.  We do
not know the concentration of Psychotonin M.

     If it becomes possible to purchase these products in the U.
S., they will probably cost twice as much as in Germany because
of shipping expense.  It may cost about a dollar and fifty cents
per day for the dose Dr. Payne's patients used.

     Not all German St. John's wort extracts are satisfactory.
Some have only tiny amounts of hypericin.

     In the U. S., a St. John's wort tablet from Yerba Prima
Botanicals (see below) contains a standardized herbal extract
obtained from Germany.  According to the product label, each
tablet contains 250 mg of St. John's wort extract, standardized
at 0.14 percent hypericin.  Using these specifications, we calcu-
lated that three and one half tablets contain about the same
amount of hypericin (1.225 mg) as 120 drops of Hyperforat (1.2
mg, assuming 20 drops per ml).  The tablets cost about $7.  for
60 (retail price), so the total cost of this daily dose is about
40 cents.  (The suggested adult dose on the label is less, one
tablet twice a day.)

     The St. John's wort tinctures from Jarrow Formulas, and from
Herb Pharm, were found in our testing to contain significant
amounts of hypericin.  However, our test results had unexplained
inconsistencies, so we do not trust them for computing doses.  We
do not know at this time what dose would be equivalent to 120
drops of Hyperforat.

     Those who have used the tinctures but who cannot take
alcohol have been putting the tincture into boiling water and
letting it stand for at least two minutes to allow the alcohol to
evaporate (instructions on Jarrow Formulas bottle).  The heat
cannot hurt the hypericin.

How to Order

     As explained above, we do not yet know how to order Hyper-
forat (or Psychotonin M) St. John's wort extracts.  The PWA
Health Group in New York (phone number below) hopes to carry
them.  Meanwhile, the herbal extracts listed below are readily
available.

     When ordering any of these preparations, ask for St. John's
wort extract, not hypericin.  The people taking the orders seldom
know what hypericin is.

     Yerba Prima tablets:  call 800/421-9972 or 415/632-7477, ask
for "St. John's wort standardized extract" tablets.  Yerba Prima
is also distributed nationally in health-food stores.

     Herb Pharm tincture:  call 503/846-7178, ask for "St. John's
wort tincture".

     Jarrow Formulas:  To find locations of health-food stores
which carry the product, or to ask other questions about it, call
Jarrow Formulas, 213/204-6936.  To order by mail, call The Vita-
min Trader, 800/334-9300 from California, 800/334-9310 from other
states.  Ask for "St. John's wort herbal tincture extract".

     Note:  You can also purchase St. John's wort extracts
through buyers' clubs.  We suggest keeping in touch with these
groups and seeing what they recommend.  The ones we know which
are already selling St. John's wort extracts, or will be very
soon, are the PWA Health Group in New York, 212/532-0280; the
Healing Alternatives Foundation in San Francisco, 415/626-2316;
the Nutritional Products Buyers' Club in Los Angeles, 213/855-
0533; and Alliance 7 in San Diego, 619/281-5360.  The New York,
Los Angeles, and San Diego groups can ship orders.

Precautions

     The following precautions for using St. John's wort extracts
were suggested by one or more of the people we interviewed for
this article.

     * Let your doctor know what you are doing.  At this time,
few physicians know anything about this treatment.  But if side
effects develop, or if the medical community learns other infor-
mation about St. John's wort which you should know, your physi-
cian can pass on the information if he or she knows that you need
it.

     * People can become abnormally sensitive to sunlight while
using St. John's wort.  Persons using the treatment should minim-
ize exposure to sunlight or other ultraviolet light.

     * We reported some side effects above -- especially one case
of a severe skin rash apparently caused by using St. John's wort.

     * Dr. Meruelo (whose team conducted the animal antiviral
experiments mentioned above) suggested using a blood-chemistry
panel, such as SMA 25, as an additional precaution.  His group
found slight, temporary changes in transaminases, LDH, and pla-
telets in some rhesus monkeys, possibly caused by the pure hyper-
icin used.  All values returned to normal within 48 hours.

     * One paper suggested the theory that hypericin works as a
kind of antidepressant called an MAO inhibitor.  Certain
prescription antidepressants which are MAO inhibitors require
avoidance of certain drugs and even certain foods, to avoid
dangerous interactions.  No one we talked to thought that any
foods needed to be avoided with St. John's wort.  While this
problem seems remote, we thought we should mention the possibil-
ity.

     * Dr. Rollo Hebert, a naturopathic physician in Seattle,
Washington who is familiar with St. John's wort, cautioned that
the antidepressant effect might give a false sense of well being,
causing people to undertake tasks which are too stressful for
them.

     * No one knows the effects of long-term use of high doses of
hypericin.  It is known that the chemical can stay in the body
for two weeks or more; therefore harmful concentrations might
build up.  Two people we talked to speculated that it might be
better to take hypericin intermittently, not every day.  There is
no data yet to either support or contradict this possibility.

Clinical Trial Plans

     Researchers at New York University, and at the Weizmann
Institute in Israel, together applied for worldwide patent rights
for antiviral use of hypericin.  With the rights secured, they
have been able to find funding for animal studies using chemi-
cally synthesized pure hypericin, and later clinical trials.  A
small Phase I trial may start later this year.

     Meanwhile, Dr. Payne has written a protocol and already
begun a formal trial of hypericin herbal extracts with and
without half-dose AZT. He recruited 20 patients in the first few
days, and expects to have 100 in as little as two weeks.  Even
though he is located in Arizona, where there are fewer persons
with AIDS or HIV, recruiting has been no problem because the four
patients he has already treated have many friends.

     The trial with and without AZT is important, because hyperi-
cin appeared to be synergistic with AZT in an animal study --
meaning that both together might work better than either one by
itself.

     For more information, researchers and physicians can contact
Dr. Payne in Mesa, Arizona.

     Doctors Rollo Hebert and Don Brown, both naturopathic physi-
cians in Seattle, Washington, are developing a protocol to test
the effect of hypericin on P24 antigen levels and other measures
of viral activity.

     Keith Barton, M. D., in private practice in Berkeley, Cali-
fornia, is interested in monitoring P24 antigen levels.  Persons
must be located close enough to visit the office, and be P24
positive.  Dr. Barton is currently monitoring P24 levels of
patients using certain Chinese herbs.

     There may also be trials through community-based research
organizations such as New York's Community Research Initiative,
or San Francisco's County Community Consortium, or Community
Research Alliance.  There are no detailed plans at the time of
this writing, however, because the first human results (reported
in this article) are so new.

Call for Information

     If you use hypericin, even for a short time, AIDS Treatment
News would like to hear about your experience.  We are especially
interested in laboratory test results, including P24 antigen,
standard tests including T-helper count and white count, and (if
possible) HIV cultures.  Call or write John James or Denny Smith,
AIDS Treatment News, P. O. Box 411256, San Francisco, CA 94141,
415/255-0588.

Conclusion

     At this time hypericin looks promising as a possible
AIDS/HIV treatment.  It deserves prompt attention.

     But many treatments have looked good at first, then proved
disappointing later.  With only three months' experience and
anecdotal reports from a handful of patients, it is too early to
know whether hypericin will prove valuable, or how much risk is
involved.

     People should be cautious, especially until more is known.
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*****

Aerosol Pentamidine Gets "Treatment IND" Approval

     On February 6, the U. S. Food and Drug Administration gave
tentative approval to use of aerosol pentamidine for prevention
of pneumocystis, under the "treatment IND" rules for providing
early access to new treatments for life-threatening conditions.
The approval was based on data from a San Francisco study started
by the County Community Consortium and completed by San Francisco
General Hospital.

     Aerosol pentamidine was already in widespread use before
this treatment IND. Several different doses had been used.  The
new approval specifies a recommended dose (300 milligrams every
four weeks), and nebulizer (Respirgard II).  It recommends aero-
sol pentamidine for "primary" prophylaxis (i.e.  for those who
have never had pneumocystis) for patients who have a T- helper
count under 200 -- as well as for anyone who has had pneumocystis
already.  This criterion for primary prophylaxis is based on a
yet-unpublished epidemiologic study supported by NIAID (National
Institute of Allergy and Infectiguâ"•kWV¬®Y®J—

     The treatment IND allows the developer to charge for the
drug to recover costs; this is the first time there has been such
a charge.  LyphoMed is charging the same price as for intravenous
use of pentamidine, $99.45 per 300 mg dose.  As a result, physi-
cians have been slow to sign up for the program, as there is some
paperwork required and no price break.  Also, some have chosen to
stay with the doses they have been using, at least until they see
the full justification or the 300 mg recommendation, data which
may not be published for several months.

     The new official recognition for aerosol pentamidine should
make it easier to get insurance companies to pay for the treat-
ment.  (One reason for physicians to sign up for the program,
instead of continuing to prescribe aerosol pentamidine as they
have done before, is that Medicaid is "likely" to decide to reim-
burse for treatment administered under it, and if so, reimburse-
ment will be retroactive.)  Another benefit of the treatment IND
is that research protocols will probably be changed to allow
patients to use aerosol pentamidine, if they do not already do
so.  And the U. S. approval may contribute to efforts to make
aerosol pentamidine available in Canada, where lack of access has
been a majK‚É½‰±•µ¹j¤¨$H LyphoMed has agreed to continue trials of aerosol pentami-
dine for 24 months, even after full FDA approval, so some
patients will receive free treatment through this study.

     Physicians and patients can obtain prescription and enroll-
ment information by calling LyphoMed's hotline, 800/727-7003,
Monday through Friday 9 AM through 9 PM EST. Physicians can
request an enrollment packet with forms and instructions.

*****

Proposed Federal Rule Would Bar Reimbursement for "Treatment
IND"; Public Comment Deadline March 31


     A new rule proposed by the U. S. Health Care Financing
Administration (HCFA) would effectively sabotage the "treatment
IND" (the program used to make aerosol pentamidine available) by
forbidding Medicare to pay for any drug approved under that sys-
tem.  (Medicare itself pays for few AIDS expenses, but Medicaid
(Medi-Cal) and private insurance companies will probably follow
its lead and also refuse to pay, placing the entire burden on the
individual.)  And even when a drug company provides a drug free
under a treatment IND, this proposed rule would probably bar pay-
ment for hospitalization and other routine, normally-covered
expenses, if a treatment IND is used (see "Insurance/Medicaid
Reimbursement Problems", below).  The effect will be to deny the
treatment IND option to patients and physicians, and delay medi-
cal progress for everyone.

     The HCFA has asked for public comments on the new rule.
Comments must be received at the address below no later than 3 PM
on March 31.

     The main point of the prïp}sed new rule, called "BERC-432-
P", is to codify existing procedure for determining Medicare
reimbursement.  A single  sentence on the treatment IND (which is
new and therefore still unresolved, not part of existing pro-
cedure), was slipped into 16 pages of fine print, perhaps in the
hope that no one would notice in!äime.

     BERC-432-P (the initials stand for Bureau of Eligibility,
Reimbursement and Coverage, an office within HCFA) has other
problems, too.  For example, any drug which has not been approved
by the FDA for marketing is not covered -- regardless of medical
practice in the community.  The only exception is certain cancer
drugs.  All payment for such treatment for all other diseases
would be barred.  This rule would probably prevent the system
which now allows cancer patients to have access to experimental
drugs from being applied to AIDS or any other disease.  (For
background on the cancer system, see interview with Nathaniel
Pier, M. D., in AIDS Treatment News #62, August 12, 1988.)

     We just obtained the text of BERC-432-P before press time
and have not been able to analyze it fully.  The complete text is
published in the Federal Register, January 30, 1989, pages 4302-
4318.

     The most damaging section is the sentence, "Treatment Inves-
tigational New Drugs (INDs) are approved by the FDA but are still
considered experimental and not covered by Medicare."  The whole
point of the treatment IND is treatment, not research -- making
drugs available sooner for serious or life-threatening condi-
tions when there is no alternative.  Because the procedure is
new, reimbursement precedents have not yet been set.  The above
sentence in BERC-432-P goes beyond the ostensible purpose of
BERC-432-P -- to codify existing procedures -- by trying to slip
in a new polZ¥^– without consideration, discussion, or debate.

     You can comment on this proposal at the address below.  You
might also get your Senators or Representative to inquire.

Comments must be received by March 31 at:


Health Care Financing Administration
Department of Health and Human Services
Attention:  BERC-432-P
P. O. Box 26676
Baltimore, MD 21207

*****

Insurance/Medicaid Reimbursement Problems:
Mobilization Against AIDS Collecting Information

     Mobilization Against AIDS (MAA) is working to get legisla-
tion drafted to correct problems with health insurance reimburse-
ment -- either private insurance or Medicaid (Medi-Cal in Cali-
fornia).  The immediate focus of interest is California.  MAA
needs the help of anyone who has recently been denied treatment
because of insurance-reimbursement problems -- or their physi-
cians, or any health-care worker who knows of specific examples.

     Any such person should send a brief note to Paul Boneberg,
Mobilization Against AIDS, 1450 Market Street, #60, San Fran-
cisco, CA 94102, or call 415/863-4676.  These notes will be shown
to lawmakers to help them in drafting corrective legislation.

Comment

     Medical reimbursement problems go beyond AIDS to affect
every man, woman, and child in the country, except those so rich
that they do not need health insurance.  The rising costs of
medicine are increasingly prompting public and private insurers
to find excuses to avoid covering care.

     For example, cancer chemotherapies are often approved offi-
cially only for certain specific tumors, when in practice oncolo-
gists use the treatments for other tumors too.  But if a tumor
does not appear on the FDA's list of approved uses for the drug,
insurance companies can refuse to pay, even if the treatment used
is in fact the standard of care.

     An example in San Francisco shows how such excuses can
increase costs and block important research, as well as denying
quality care.  Physicians at San Francisco General Hospital, one
of the world's leading centers for AIDS care, want to try dapsone
in the treatment of some cases of pneumocystis.  Dapsone costs
pennies; lack of reimbursement for it would be no problem.  But
if dapsone is used, the California office which administers
Medi-Cal rules that the physicians used an "experimental" treat-
ment -- and refuses to cover the hospitalization also, when it
would otherwise be reimbursed.  (Dapsone is not "labeled" by the
FDA for treatment of pneumocystis -- and it never will be,
because it is one of the cheapest drugs, so there is no commer-
cial incentive to pay for the clinical trials required to obtain
such labeling.)

     One of the excuses used in such cases is that Medi-Cal is
protecting patients from unscrupulous scientists who would use
them as guinea pigs.  But the real point is to save money by
avoiding payment whenever possible -- even if means paying for
more expensive drugs, and more hospitalization if the expensive
drugs are not as good.

     Documenting reimbursement abuses may be difficult, because
physicians seldom tcÙ‚…Ñ¥•¹ÑÍ¢¡…Ñ¢¡•å
É•ªÍ¥¹@…š•½¹‘µ’…Ñ•5RDÉ•…Ñµ•¹Ñ2½É2¥¹…¹¥…±’•…Í½¹ÍíJÑJÍ*…Í¥•É¢½:¥Ù•
´•‘¥…±5R$…Ñ¥½¹…±•¹¢…+¤Z.H­^Mobilization Against AIDS needs support
from physicians as well as from patients in its efforts for
reform.

     It is understandable that insurance companies and public
agencies do not want to be billed for some drug company's private
research, which they never agreed to pay for.  But it is very
different to use the FDA lag (typically five to eight years, and
often forever) to refuse to pay for appropriate, well-supported
treatment.  AIDS is especially impacted, because most of the
treatments are new; but anyone who becomes seriously ill for any
reason could be affected.

     Unless these problems can be resolved through legislation,
there could be ballot initiatives in California or other states,
with the voters deciding directly what Medi-Cal and private
health insurance must cover.  People may decide to pay a percen-
tage more for insurance that will not run away from them when
they need it most.  Today you cannot buy that peace of mind at
any price.

*****

San Francisco:  Quan Yin Herbal Program Deadline March 8

     Quan Yin Healing Arts Center (see AIDS Treatment News  issue
# 68, November 4, 1988) is starting its next herbal research and
treatment program on March 15; the deadline for application is
March 8.  This program is part of Quan Yin's ongoing effort to
improve HIV treatment using both antiviral and immune enhancing
herbs.

     The program is subsidized, and acupuncture is no longer
required (although it is recommended), so the total cost has been
kept low -- $200.00 for three months, about half of the cost of
obtaining the same treatment outside of the program.  This price
includes a consultation every two weeks.  A CBC (complete blood
count) is required at zero, six, and 12 weeks; these can be done
through Quan Yin (at a cost $6.00 each), or elsewhere.  (Other
blood work, including T-helper count, P24 antigen, and beta-2
microglobulin, is available through Quan Yin at additional cost.)
Participants can continue the herbal program after the three
months at the same rate.

     For persons who need to commute to San Francisco to partici-
pate in this program, only three meetings are mandatory.

     For more information, call the Quan Yin Herbal Program at
415/861-4963.

*****

AIDS Treatment News :  No Issue February 10

     AIDS Treatment News did not publish on February 10; the
issue before this was #73, dated January 27, 1989.  Researching
the hypericin article proved more difficult than expected.  This
is the first issue we have ever missed without a prior announce-
ment.

     All subscriptions will be extended to include the correct
number of issues.

*****

[Obsolete subscription information has been removed.  See the
latest issues for up-to-date information. -- sysop]
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